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DETAILED ACTION 

Applicants election with traverse of Group II, claims 1-12 drawn to a method for 
treating amyotrophic lateral sclerosis (ALS) in a subject In need of such treatment 
comprising administering to the subject R (+)-N-propargyl-1-aminoindan or a 
pharmaceutically acceptable salt thereof in an amount effective to treat ALS in the 
subject, classified in class 514, subclass 647 is acknowledged. The traversal is on the 
ground(s) that there would not be a serious burden on the Examiner if restriction were 
not required because a search of the prior art relevant to the claims 13-16 i.e. Group I, 
would not pose a serious burden once the prior art for claims 1-12, i.e., Group II, has 
been identified. This is not found persuasive because the inventions of Group I and 
Group II are independent and distinct for the reasons given in previous Office Action as 
the product as claims in the Group I can be used in a materially different process of 
using that product because the product as claimed can be used to treat depression. It 
is noted that the medical disorder of depression is different from the treatment of • 
amyotrophic lateral sclerosis. Further, the Examiner has established the reasons why 
there would be a serious burden on the Examiner by explaining that each of the Group I 
and Group II has acquired a separate status in the art because of their recognized 
divergent subject matter, (see page 3, restriction requirement) MPEP 808.02. 
Therefore, the restriction requirement made on the previous Office Action is deemed 
proper and made Final. 
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Accordingly, claims 1-12 have been examined because they are elected 
invention and claims 13-16 are withdrawn from consideration since they are non-elected 
invention. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the' scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were nnade absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Clainis 1-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Youdim et al. (WO 95/11016) in view of Kaal et al. (Journal of Neurochemistry, 2000). 

Youdim et al. teach Applicant's active agent, R(+)-N-propargyl-1-aminoindan 
(Rasagiline) useful for the treatment of a neurodegenerative disease, (abstract). 
Youdim et al. teach the therapeutically effective amount of the agent is about 0.1 mg to 
about lOOmg. (page 23, lines 27-32, claim 29). These amounts encompass Applicant's 
amounts set forth In claims 4 and 12. Youdim et al. teach that a pharmaceutically 
acceptable salts of the agent include, but are not limited to, the mesylate, maleate, 
fumarate, tartrate, acetate, phosphate and sulfate salts, (page 21, line 34-page 22, line. 
4). 

Youdim et al. do not teach the treatment of amyotrophic lateral sclerosis (ALS) 
and further comprising 2-amino-6-trlfluoromethoxy benzothiazole (riluzole) and its 
amounts. 

Kaal et al. teach that ALS is a neurodegenerative disease characterized by 
selective motor neuron death, (abstract). Kaal et al. teach that riluzole is a drug 
currently used for the treatment of amyotrophic lateral sclerosis. 

It would have been obvious to one of ordinary skill in the art to employ Rasagiline 
for the treatment of ALS because Youdim et al. teach that Rasagiline is useful for the 
treatment of a neurodegenerative disease and because Kaal et al. teach that ALS is a 
neurodegenerative disease. One would have been motivated to employ Rasagiline for 
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the treatment of ALS in order to achieve an expected benefit of well-l<nown efficacy in 
treating a neurodegenerative disease which includes ALS as taught by Kaal et al. 
There is a reasonable expectation of successfully treating ALS by employment of 
Rasagiline because Rasagiline is effective for the treatment of a neurodegenerative 
diseases which includes ALS as taught by Kaal et al. 

It would have been obvious to one of ordinary skill in the art to combine riluzole in 
its therapeutic amounts with Rasagiline for the treatment of ALS because each of the 
active agent, particularly riluzole is a drug currently used for the treatment of 
neurodegenerative disease such as ALS, and because Rasagiline is useful for treating 
neurodegenerative diseases which also includes ALS. One would have been motivated 
to combine riluzole and Rasagiline in a single formulation for the treatment of ALS in 
order to achieve an expected additive effect of treating neurodegenerative diseases 
including ALS. Thus, the claims fail to patentably distinguish over the state of the art as 
represented by the cited references. 

For these reasons the claimed subject matter is deemed to fail to patentably 
distinguish over the state of the art as represented by the cited references. The claims 
are therefore properly rejected under 35 U.S.C. 103. 



None of the claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




^-"'Jennifer Kim 
Patent Examiner 
Art Unit 1617 
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